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( 795 ) PHARMACEUTICAL COMPOUNDING—NONSTERILE 

PREPARATIONS 

Change to read: 

A 

INTRODUCTION 

The purpose of this chapter is to provide compounders with guidance on 
applying good compounding practices for the preparation of nonsterile 
compounded formulations for dispensing and/or administration to humans 
or animals. Compounding is an integral part of pharmacy practice and is 
essential to the provision of healthcare. This chapter and applicable 
monographs on formulation help define good compounding practices. 
Furthermore, this chapter provides general information to enhance the 
compounder's ability in the compounding facility to extemporaneously 
compound preparations that are of acceptable strength, quality, and purity. 
Pharmacists, other healthcare professionals, and others engaged in the 
compounding of drug preparations should comply with applicable state and 
federal compounding laws, regulations, and guidelines. 

DEFINITIONS 

Active Pharmaceutical Ingredient (API)— Any substance or mixture of 
substances intended to be used in the compounding of a drug preparation, 
thereby becoming the active ingredient in that preparation and furnishing 
pharmacological activity or other direct effect in the diagnosis, cure, 
mitigation, treatment, or prevention of disease in humans and animals or 
affecting the structure and function of the body. 

Added Substances —Ingredients that are necessary to compound a 
preparation but are not intended or expected to cause a pharmacologic 
response if administered alone in the amount or concentration contained in 
a single dose of the compounded preparation. The term is used 
synonymously with the terms inactive ingredients, excipients, and 
pharmaceutical ingredients. 
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